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REMARKS 

Clator « has been amended, data. 1-12 ravin pending to .he present appUcsnon. 
Support for to. amendntoms can be found in toe speeificenon end claims as bled. Accortongf,. 
^^donnteon^toe^ofnewn^. R^deranrU toe apphcanon 
to view of toe foregoing amendments and foUowtog common* is respoc^uykequestod. 

n.j ^iinn „oder 3 ? " § f s 112. second paragraph 

-^^~er rejected Claims 1-6 under 35 U.S.C. § 112, second paragraph, as be ng 
todennito. Regardtog Claim 1, toe Examine objected ,0 toe ierms uni«v,» 
and formal" Claim.has been amended to recto ^ajmetood for di.dngn^gabeebhood of 
aaroimmune disease from a likehhood of cardiovascular disease with autoimmune disease m a 

patient-" .. . I, 

The term "autoimmunity" has been amended to "autoimmune disease. 

The term "possible" has been amended to "likelihood." paragraph [0054] of the 
specification supports the use of the term "likelihood." 

Regarding the term "normal," Claim 1 has been amended to recite "normal levels of said 
antibodies o^L^^L^J^L <« ^bodies from a set [of healthy Jgnjrol 
^viduals." Tbis amendment is supported by paragraph [0104] which defines the term 
"normal" as "an average level of antibodies from a set of healthy control individual." As stated 
in the previous Amendment, the results from the assay provide a diagnostic outcome. While it is 
true that a small number of individuals tested in the results shown in Figure 1 have antibody 
levels lower than those of healthy controls, this does not mean that the claimed assay does not 
provide a diagnostic outcome. The patients tested had known rislUtoi for autoimmune 
disease. One would expect a small number of those would not, in patt, test positive for 
autoimmune disease. As amended, the term "normal" in Claim 1 is clear and definite by 
providing a definition of the term within the claim. ; 

Accordingly, Applicant respectfully requests the Examiner to reconsider and withdraw 

the rejections under 35 U.S.C. § 1 12, second paragraph. 
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RgWtionugdgrJ5lLS£ ^ ■ n fi™t naragraph 

Tb, Examiner CbCwi-. 35 U.S.C. , .12, ft* ^ ~ 

according .0 tire Examiner, to apecification does lot provide wrirten description for ft. reorred 

* Figure 6. Cairn I recues, _ "») delennining a .eve, of a to. ae, of antibodres 
— again* a p.urality of differen. antigens. . .in . sample from aaid patien.; . . .b, de.ermnnng 
a 1C ve, of a aeeond set of antibodies directod agams. a phuauty of different ■ 
corresponding reeonrbinan, antigens...™ a sample fiom said patient; and c, crmtpasmg the .eve 
of antibodies determined in steps a) and b) wi* nonrra. .eve.s of said antibodies. Example 9 
discloses obtaining .eve* of antibodies from patients againa. various antigens recited nr Ctam 1 
Mso, Example 9 rate to Figure 6 whicb provides a chart of correlation betiveen reuCvtiy of 
antibody to autoanugen and medical condition. Hence, all me steps of Cairn 1 of "detormunng 
lavda of antibodies and "comparing" me levels of antibodiea are delineatod in Example 9. Thus, 
me recited steps of Claim 1 are fully supported by the wrirten description of me apecfication. 

The Examiner also rejected Claims 1-6 under 35 U.S.C. § 112, firsfperagraph, becauae, 
according «o use Examiner, while tire apecification enables claims directed to a melhod for 
detecting antibodies againa. certain antigens and for mdiceting tine presence or posa.om.yof 
autoimmune disease, me specification does no. pmvide enablement distinguishing possrble 
autoimmune disease from possible cartiovascular disease win, autoimmune disease. 

Claim 1 has been amended to recite "[a] method for distinguishing a likelihood of 
autoimmune disease fiom a likelihood of cardiovascular disease with autoimmune disease « a 
patient" The disclosure showing support and enablemen. for mis amendment can be found 
in Example 9 and Figure 6. Figure 6 discloses distinguishing features of "possrble 
autoimmunity" and "possible cardiovascuhr and autoimmune disease." Thus, amended Chum 1 
recitea a preamble that is fully supported the specification. 
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The Examiner rejected Claims 1 and 3-9 because, according to the Examiner, the 
verification is not enabling for- a method of detecting any and all antigens. Claim 1 has been 
amended to recite the antigens recited in Claims 2 and 12. 

Accordingly, Applicant respectfully requests the Examiner to reconsider and withdraw 
the rejections under 35 U.S.C. § 1 12, second paragraph. 



conclusion 

In view of the foregoing amendments and comments, it is respectfully submitted that the 
present application is fully in condition for allowance, and such action is earnestly solicited. 

The undersigned has made a good faith effort to respond to all of the rejections in the case 
and to place the claims in condition for immediate allowance. Nevertheless, if any undeveloped 
issues remain or if any issues require clarification, the Examiner is respectfully invited to call the 
undersigned in order to resolve such issue promptly. 



Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated: VAoLrtk 15, ^Oft^b 
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